EDA PSUR Supplementary List dated 07-03-2024

| Colour Indicates

chanaes application

redient combinations

any chanaes will be effective after 6 months

Active Ingredient Suggested Reference From EURD list PSUR submission DLP Submission Next DLP Next Notes
d
Daclatasvir Sofosbuvir 3 vears 05/12/2024 05/03/2025
| Limanrost | Limaprost from removed entries in EURD list |13 vears |01/01/2025 0170472025 I
de from removed entri EURD |i 13 vears 01/01/2025 01/04/2025

Omeprazole + Sodium bi-carbonate Omeprazole 5 vears 15/04/2027 14/07/2027

Bupivacaine Hydrochloride + Fentanyl Fentanyl (transdermal patches, solution for injection -nationally authorised product only) 1year 3010412024 00/07/2024 00/07/2025
(Iniection)

Edaravone Japan only. 1 vear 12/12/2023 20/02/2024 20/02/2025

Vilazodone Trazodone 6 vears 03/08/2023 01/11/2023 01/11/2029
icin + Mi + 5 vears 22/05/2028 20/08/2028 PSUR Freauency and DLP updated
in HCL+ Dy L in + D (ocular use) 3 years 12/06/2025 10/09/2025
(©
Alcaftadine (Ol i As the Innovator + FDA only. 1year 27/07/2024 05/10/2024 05/10/2025
Carboxymethyl Cellulose + Glycerin Carmellose (eye preparation) 13 years 01/10/2025 30/12/2025
(© i
D + Chlorpheniramine 3] +D 13 vears 01/01/2025 01/04/2025
Gatifloxacin sesquihydrate (Ophthalamic) Ofloxacin (Topical use) 3years 16/04/2024 15/07/2024
ic acid risedronate, ri 5 vears 31/03/2026 29/06/2024 PSUR Frequency and DLP updated
from removed entries in EURD list 13 vears 01/01/2025 01/04/2025
Guaifenesin + Oxomemazine + Carbocisteine | Carbocisteine 13 years 14/09/2025 13/12/2025
Butenafine Terbinafine 3 vears 30/09/2025 29/12/2025
Ferrous sulphate + Folic acid + Riboflavine + | Ascorbic acid + Biotin + C in + Folic acid + Nicotinamide + ic acid + 10 years 27/09/2027 26/12/2027
Pyridoxine HCI + Zinc sulfate + Pyridoxine hydrochloride + Riboflavin + Thiamine
Nicotinamide + Ascorbic acid +Thiamine
Neomycin sulfate + Nystatin + Triamcinolone |Neomycin sulfate + Nystatin + Triamcinolone acetonide 6 years 02/12/2029 01/03/2030 PSUR Frequency and DLP updated
acetonide + icidi
Aluminium hydroxide gel + Magnesium Aluminium hydroxide gel + Dimeticone + Magnesium hydroxide 13 years 01/01/2025 01/04/2025
hvdroxide + O; i
Glycerin + Carboxymethylcellulose + Sodium | Glycerol 13 years 01/01/2025 01/04/2025
Hvaluronate
Ascorbic acid + Zinc Ascorbic acid 13 vears 25/02/2025 26/05/2025
Pipazethate Non reference 1 vear 01/05/2024 10/07/2024 10/07/2025
Remdesivir 1 vear 06/05/2024 15/07/2024 15/07/2025
12 vears 31/07/2024 29/10/2024
Sulphamethoxazole + Trimethoprim + light + Tril 8 years 31/03/2027 29/06/2027
Kaolin + Pectin
Aluminium hydroxide gel + Magnesium Aluminium oxide + Magnesium hydroxide + Simeticone 13 years 01/01/2025 01/04/2025
hvdroxide + Simetit
EtF Oleic acid Ethanolamine 13 vears 01/01/2025 01/04/2025
Metformin Hvdrochloride + Metformin 3 vears 01/04/2024 30/06/2024
Metoclopramide + Pyridoxine 3 vears 17/11/2024 15/02/2025
Levodopa + Carbidopa + + levodopa 3 vears 17/10/2024 15/01/2025
Pemirolast Japan onlv 1 vear 30/04/2024 29/07/2024 29/07/2025
Tolmetin sodium Aceclofenac 5 vears 31/03/2028 29/06/2028 PSUR Frequency and DLP updated
ide + lone 6 vears 08/03/2023 11/01/2023
Eperisone Tolperisone 2 vears 01/06/2024 30/08/2024
Phenylephrine Hydrochloride + Phenylephrine (Ophthalmic formulations) 5 years 01/01/2025 01/04/2025
Hvoromellose (O ic Solution)
ar + Troxerutin Ci 13 vears 19/03/2025 17/06/2025
Japan only 1year 30/04/2024 09/07/2024 09/07/2025
Loratidine + Paracetamol + ine 5 years 28/06/2023 26/09/2023
L acid + Silvmarin L ic acid. ic acid 10 vears 30/11/2026 28/02/2027
i i FDA only 1year 29/07/2024 07/10/2024 07/10/2025
Imealimin Hvdrochloride Japan onlv 1 vear 30/04/2024 09/07/2024 09/07/2025
Colestimi Col I 3 vears 10/03/2024 08/06/2024 08/06/2027
Newly authorized active inaredient 6 months 17/06/2024 26/08/2024
Vitamin B1 + Vitamin B2 + Vitamin B6 + Caffeine + Dy icotinamide + Pyridoxine + Ril ine + Thiamin 13 years 01/01/2025 01/04/2025
+D
Vitamin B1 + Vitamin B2 + Vitamin B6 + Ascorbic acid + Biotin + C: in + Folic acid + Nicotinamide + ic acid + 10 years 27/09/2027 26/12/2027
Vitamin B12 + Nicotinamide + Calcium D- Pyridoxine hydrochloride + Riboflavin + Thiamine
pantothenate + Ascorbic acid + Folic acid +
Calcium phosphate + Ferrous sulphate +
Potassium lodide + Manganese sulphate +
Potassium sulphate + Zinc sulphate
Guaifensine + Terpine + cineol + sodium guaifenesin / herbal extracts 13 years 01/01/2025 01/04/2025
benzoate
Cefotaxime 3 vears 18/12/2024 18/03/2025
Sodium Chloride + Sodium Bicarbonate + Sodium Chloride 13 years 24/11/2025 2210212026
Borax
Benzoic acid + Salicylic acid (Topical) Salicylic acid (Topical use) 6 vears 02/12/2023 01/03/2024 PSUR Frequency and DLP updated
+ Pamabrom Para +0 citrate 13 vears 01/01/2025 01/04/2025
ci i ide + Caffeine |Cl i 9 years 17/05/2027 15/08/2027 PSUR Frequency and DLP updated




Phenylephrine Hydrochloride + Phenylephrine (Opthalamic) 5 years 01/01/2025 01/04/2025
Cyclopentolate Hydrochloride
[(e] Solution)
Amoxicillin + Flucloxacillin Amoxicillin 5 vears 07/03/2027 05/06/2027
Vonoprazan Japan only. 1 vear 23/08/2024 01/11/2024 01/11/2025
Doripenem 3 vears 31/08/2024 29/11/2024
Armod: | Modafinil 2 vears 31/08/2023 09/11/2023
Clidinium Bromide + CI i { Aclidinium Bromide 1 vear 20/07/2024 28/09/2024 28/09/2025
Oxytetracycline ide + Polymyxin b |t isone acetate + O; i ide + Polymyxin b 13 years 01/01/2025 01/04/2025
Telmisartan + Amlodipine + Olmesartan + Amlodipine + Hydrochlorothiazide 5years 24/04/2027 23/07/2027
Hvdrochlorothiazide
Cl + Paracetamol Cl 13 vears 28/06/2025 26/09/2025
Silver sulfadiazine + Chlorhexidine Silver sulfadiazine 5 years 15/09/2025 14/12/2025
Di
D + D Dy + 13 vears 01/01/2025 01/04/2025
Dextromethorphan + Chlor D 5 vears 01/11/2026 30/01/2027
Diloxanide + Non reference 1 vear 25/10/2024 03/01/2025 03/01/2026
Cyanocobalamin -Tannin complex in Cyanocobalamin 13 years 22/02/2025 23/05/2025
monostearate
Magnesium hydroxide + Light Liquid Magnesium hydroxide 5 years 31/10/2026 29/01/2027
Paraffin
Nonoxynol-9 Non reference 1 vear 01/05/2024 10/07/2024 10/07/2025
Aclidinium bromide 1vear 20/07/2024 28/09/2024 28/09/2025
Clofedanol Pentoxyverine 5 vears 31/12/2023 30/03/2024
+ i in + ine |D + + 13 years 01/01/2025 01/04/2025
+ Dextr
c +D ¥ D (Apart from centrally authorized products) 5 years 31/01/2026 01/05/2026
Tetrvzoline
+ Tetrahvdrozoline 13 vears 31/07/2025 29/10/2025
Difl 6 vears 03/08/2023 01/11/2023
Sodium Chloride + Calcium Chloride + succinylated gelatin, sodium chloride / sodium hydroxide / succinylated gelatin, calcium chloride |13 years 01/01/2025 01/04/2025
Potassium Chloride + Sodium acetate / magnesium chloride / potassium chloride / sodium acetate / sodium chloride / succinylated
gelatin, gelatin / sodium chloride / potassium chloride / magnesium chloride hexahydrate /
sodium lactate
Carvedilol + Carvedilol 5 vears 17/04/2027 16/07/2027
Hydroguinone +Tretinoin + Hydrocortisone | Tretinoin (topical formulations) 5 years 31/08/2027 20/11/2027
(Topical)
Guaiacol + Pholcodine Non reference 1 vear 29/05/2024 27/08/2024 27/08/2025
Ofloxacin + D L in + D (ocular use) 3 vear 12/06/2025 10/09/2025 PSUR Frequency and DLP updated
Tadalafil + finasteride FDA only. 1 vear 31/08/2024 09/11/2024 09/11/2025
T Terconazole from removed entries in EURD list 13 vears 01/01/2025 01/04/2025
Cl + Ketoprofen ketoprofen (all excent tobical) 5 vears 23/01/2027 23/04/2027
Povidone lodine+ Sucrose Povidone iodinated 7 vears 02/01/2024 01/04/2024 PSUR Frequency and DLP updated
il ine from removed entries in EURD list 13 vears 01/01/2025 01/04/2025
in (Topical) tretenoin (Topical i 5 vears 31/08/2027 29/11/2027
furoate + Formoterol 5 vears 22/05/2028 20/08/2028 PSUR Freauency and DLP updated
Doxercalciferol D if from removed entries in EURD list 13 vears 01/01/2025 01/04/2025
Paracetamol + Pseudoephedrine + Non reference 1year 09/09/2024 18/11/2024 18/11/2025
from removed entries in EURD list 3 vears 11/04/2026 10/07/2026
Flibanserin FDA only 1 vear 09/09/2024 18/11/2024 18/11/2025
Beta - Sitosterol Phvtosterol 13 vears 01/01/2025 01/04/2025
Cefotetan Disodium Second Generation C ins (ceforozil) 5 vears 22/12/2027 22/03/2028
ine piperazine committee decision 1 vear 30/09/2024 09/12/2024 09/12/2025
Atenolol + Amiloride + Chlorthalidone Atenolol + Ct i 5 vears 09/09/2024 08/12/2024
from removed entries in EURD list 13 vears 01/01/2025 01/04/2025
Amylocaine Hydrochloride + Benzocaine + | Non reference 1year 15/10/2024 24/12/2024 24/12/2025
Hamamelis Dry Extract (5% Tannines)
+ Zinc Oxide +Aeseculus Drv Extract
Selenium + Manganese Sulphate Selenium 8 years 01/12/2026 01/03/2027 PSUR Frequency and DLP updated
monohydrate + Vit.E + Vit.C + Beta
Carotene + Zinc Sulphate monohydrate + Cu
Sulphate
Vit.B1 + Vit.B2 + Vit.B6 + Folic acid + ascorbic acid i ic acid/ Pyridoxine 10 years 27/09/2027 26/12/2027
Calcium D Pantothenate + Vit.C + Zinc hydrochloride/Riboflavin/Thiamine
Vit.B12 + Nicotinamide + Biotin + L-
Carnitine
Acetylsalicylic acid + Magnesium carbonate + | Japan only 2 years 01/02/2025 02105/2025
Aluminium alvcinate
Theophylline + Ambroxol + Guaiphenesin Non reference 3 years 27/07/2026 25/10/2026
Tetrahydrozoline (Tetryzoline) + Zinc Tetryzoline 13 years 01/01/2025 01/04/2025
Sulphate
Terbutaline + Bromohexine HCL + Bromhexine 3 years 30/09/2025 29/12/2025
Guaiphenesin + Menthol
Tiemonium Methvl Sulphate 5 vears 01/02/2028 02/05/2028
oxide ium Gluconate 13 years 30/06/2025 28/09/2025

Lignocaine HCL + Clove oil + Geranium oil 8 years 30/09/2028 29/12/2028
L-Carni I-tartrate + Zinc aluconate 13 vears 01/09/2025 30/11/2025
Biotin + Alpha lipoic acid 7 vears 01/01/2026 01/04/2026
Vitamin C + Vitamin B12 + L-lysine HCL + |Iron in any combination including one or more of the following: multivitamins /minerals / 13 years 01/01/2025 01/04/2025
Ferrous glucine sulphate aminoacids / herbal extracts / lecithine
(except for inations with folic acid)
Keto analogues + Amino acids Amino acid combinations (only combinations of pure amino acids or 7 years 01/01/2026 01/04/2026
lion of amino acids with mineral iv. i
Magnesium carbonate + Citric acid citric acid / magnesium / sodium, citric acid anhydrous / light magnesium oxide / sodium 13 years 01/01/2025 01/04/2025




Vit E + Folic acid + Ferrous Fumarate +
Mangenese + Copper + Calcium gluconate L-
I’\vdraw

Bacitracin zinc + Neomycin sulphate +

bacitracin, bacitracin / neomyci in / neomycin / polymyxi
traci

Codeine + ine + Trip) + Triprolidine 3 years 31/12/2023 30/03/2024
pl + |Cl ine + + 13 years 01/01/2025 01/04/2025
Pseudoephedrine Hydrochloride
Diosmin + Hesperidin + Ascorbic acid Dlosmln / hesperidin, ascorbic acid/ dry Ruscus extract titrated in sterolic 13 years 01/01/2025 01/04/2025
Hesperidin methyl chalcone
Ci committee decision 3 vears 11/01/2024 11/04/2024
C + committee dex 3 vears 11/01/2024 11/04/2024
Calcium Carbonate + Glycine + D Calcium il 10 years 01/01/2029 01/04/2029
HCI Heptaminol HCI from removed entries in EURD list 13 vears 28/01/2025 28/04/2025
Hemicellulose + Papain + Pepsin + Diastase | Non-reference 3 years 05/05/2026 03/08/2026
fish oil_+ Boraae seed oil + Flaxseed oil Omeaqa-3-acid ethvl esters 1 vear 22/01/2024 01/04/2024 PSUR Frequency and DLP updated
Besifloxacin (Ophthalamic) Ofloxacin (tobical use) 3 vears 16/04/2024 15/07/2024
Clobet: + Tetryzoline | Tetryzoline 5 vears 30/09/2024 29/12/2024
Thiamine + Pyridoxine + Nicotinamide + Cyanocobalamin / Pyridoxine / Thiamine 13 years 01/01/2025 04/01/2025
Cyanocobalamine + Orotic acid + D
panthenol + Folic acid
Ferrous fumarate iron / oral 13 vears 01/01/2025 01/04/2025
Lesinurad Lesinurad from removed entries in EURD list 2 vears 21/12/2025 21/03/2026
5 vears 19/08/2026 17/11/2026 PSUR Frequency and DLP updated
Strontium Ranelate octahvdrate Strontium Ranelate from removed entries in EURD list 5 vears 21/09/2028 20/12/2028
Hydrocortisone 17-butyrate Hydrocortisone alone (except for products indicated in adrenal insufficiency in a modified 5years 31/08/2024 29/11/2024
release tablet lion) from removed entries in EURD list
Soya Lecithin + Ascorbic acid + Thiamine + | ascorbic acid/acid folic/alpha-tocopherol/biotin/cholecalciferol/ 8 years 22/01/2029 22/04/2029
Rlboﬂavln +Pynduxme HCD + iin/nicotinami i
sulphaw + Selemum yeast + DL alpha
tocophervl acetate
Ascorbic acid + Thiamine + Rlboﬂavln+ ascorbic acid/acid folic/alpha-tocopherol/biotin/cholecalciferol/ 8 years 22/01/2029 22/04/2029
Pyridoxine + C + inami i
Nicotinamide retinol/riboflavin/thiamine
Zn sulphate + Selenium + DL alpha
tocopheryl acetate + Soya Lecithin +
Silvmarin
Iron(111) hvdroxide complex iron / oral 13 vears 01/01/2025 01/04/2025
Vit B1 + Vit B2 + Vit B6 + Vit B12 + Vit C + |iron in combination with folic acid and other substances 13 years 01/01/2025 01/04/2025

SUR Frequency and DLP updated

alainic acid / aluminium hvdroxide / calcium carbonate / sodium carbonate

I-ornithine-l-aspartate Ornithine from removed entries in EURD list 13 vears 01/01/2025 01/04/2025
Crisaborole Crisaborole from removed entries in EURD list 1 vear 13/06/2024 22/08/2024 22/08/2025
Mosapride Japan only. 1 vear 30/01/2024 01/04/2024 01/04/2025
Vitamin A (Palmitate) + Vitamin D3 thiamine / riboflavin / py ine / ascorbic acid / nicotinamide / glucose, 10 years 2710972027 26/12/2027
(cholecalciferol) + Vitamin Bl (Thiamine iamine/ril i ascorblc acid / ascorblc a id / biotin /
HCI) + Vitamin B2 (Ril + Vitamin I folic acid / ni ic acid / pyridoxine i
B6 (Pyridoxine HCI) + Vitamin C (Ascurblc riboflavin / thiamine, rlbuﬂavln / thiamine / calcium fulma!e lcyanucubalamm/ nicotinamide,
Acid) + Vitamin E Acetate + calcium ide / pyridoxine / riboflavin / thiamine
Calcium Gluconate + Ferrous Gluconate +
Vitamin B12 (cyanocobalamin) + Biotin +
Calcium D-Pantothenate + Sodium Selenium
+ Flourine
Benproperine Phosphate Non reference 1 vear 13/12/2024 13/03/2024 13/03/2025
Erdafitinib Cibenzoline from removed entries in EURD list 13 vears 01/01/2025 01/04/2025
L il 3 vears 30/04/2024 29/07/2024
L 7 vears 02/12/2023 01/03/2024 PSUR Frequency and DLP updated
Tetramethrin + Piperonvl butoxide Permethrin 3 vears 31/08/2023 29/11/2023 31/08/2026
Ascorbic acid + DL- alpha tocopherol acetate | alphatocopherol / ascorbic acid / biotin / calcium 1 iferol / 23 years 01/01/2035 01/04/2035
+ Milk thistle + Sodium Selenite ‘magnesium / manganese / pyridoxine / riboflavin / thiamine / vitamin a / zinc
Pentahydrate + Vitamin A palmitate + Zinc
aluconate

ine + Nortryptvline 5 vears 31/03/2028 29/06/2028
chlorphenamme + paracetamol + / ! 13 years 01/01/2025 01/04/2025

+ Caffeine

Star Flower Oil + DL- tocopherol acetate a-tocopheril, a-tocopherol. vitamin E 13 vears 01/01/2025 01/04/2025
Evening Primrose Oil + DL- tocop! heril, a-tocopherol, vitamin E 13 years 01/01/2025 010412025
acetate
Alginic acid + Calcium carbonate alginic acid / aluminium oxide hydrated / sodium hydrogen carbonate, 7 years 03/06/2024 01/09/2024 PSUR Frequency and DLP updated

Alginic acid + Calcium carbonate + Sodium
bicarbonate

Allsklren + Amlodipine

alainic acid / aluminium hvdroxide / calcium carbonate / sodium carbonate

aliskiren, aliskiren /

7 years

03/06/2024

30/09/2024

01/09/2024

29/12/2024

PSUR Frequency and DLP updated

acid + Cl Non reference 1year 09/10/2024 18/12/2024 18/12/2025
acnd
Castor oil Sodium picosulfate 13 vears 01/10/2025 30/12/2025
Sulpiride + Mebeverine Amisulpride 3 vears 20/01/2026 20/04/2026




[Nifedipine + Atenolol [atenolol / nifedipine from removed entries in EURD st [12 vears [02/10/2034 [31/12/2034 [ ]
| Methocarbamol + Diclofenac | diclofenac (systemic |3 vears |30/09/2024 | 2011212024 | |
Amoxicillin + Dicloxacillin Non reference 1 vear 25/05/2024 03/08/2024 03/08/2025
Ceftibuten Ceftibuten from removed entries in EURD list 5 vears 02/07/2027 30/09/2027
METHIONINE + L-LYSINE + valine / histidine / isoleucine / leucine / lysine / methionine / 10 years 01/08/2028 30/10/2028
ISOLEUCINE + PHENYLALANINE + phenylalanine / threonine / tyrosine / tryptophan
HISTIDINE + L-leucine + L-threonine + L-
trvotophan + Tvrusine
Il 5 vears 22/05/2028 20/08/2028 PSUR Freauency and DLP updated
Slmvastatm + Sltaull sitaaliptin, metformin ide / sitaalintin 3 vears 03/08/2023 01/11/2023 01/11/2026
ervthromvcin (Systemic use) 3 vears 11/03/2025 09/06/2025
Azlthromvcm + Dt Non reference 6 months 30/04/2024 09/07/2024 30/04/2024 09/07/2024
Erdafitinib Newly authorized & FDA onlv 6 months 11/04/2024 20/06/2024
lifenacin + Mirabearon Non reference 1year 30/06/2024 08/09/2024 08/09/2025
Ofloxacin (Topical use) 3 vears 16/04/2024 15/07/2024
ambroxol + doxveycline ambroxol + doxycycline from removed entries in the EURD list 3 vears 30/09/2025 29/12/2025
+ Salbutamol + i in from removed entries in the EURD list 3 vears 31/01/2024 01/05/2024
aescin + Di i i licvlate / escin 13 vears 01/01/2025 01/04/2025
Ezoqabine Retigabine from removed entries in EURD list 1 vear 28/09/2024 07/12/2024 07/12/2024
N i 5 vears 13/09/2023 12/12/2023 12/12/2028
Betamethasone valerate + Neomycin Sulphate | betamethasone sodium phosphate / neomycin sulfate 9 years 01/01/2030 01/04/2030
Tobramycin + loteprednol etabonate tobramycin ic and oic use) 5 vears 31/03/2026 29/06/2026
Pimavanserin Quetianine 3 vears 31/07/2023 29/10/2023 29/10/2026
Sodium Chloride + Sodium Bicarbonate + Sodium Chloride 13 years 24/11/2025 2210212026
Borax + L- menthol
Calcium acetate + ium carbonate Calcium Carbonate / ium carbonate from removed entries in the EURD list 13 vears 01/01/2025 01/04/2025
Aluminium hydroxide + Magnesium Aluminium hydroxide gel / Dimeticone / Magnesium hydroxide 13 years 01/01/2025 01/04/2025
hvdroxide
Guaifenesin + Paracetamol + Oxomemazine | oxomemazine 13 years 11/03/2025 09/06/2025
+ Sodium benzoate
intamide + ¥ pancreatin / simeticone, dimethicone / pancreatin, pancreatic enzymes, pancreatic |9 years 02/04/2028 01/07/2028 PSUR Frequency and DLP updated
extracts, pancreatin
+D ! ! 6 years 03/11/2023 01/02/2024 PSUR Frequency and DLP updated
Hydrobromide + Phenylephrine
Hydrochlo ide
Maleate
epinastine 5 vears 31/10/2027 29/01/2028
Caffeine + ine + + (Non IV 13 years 21/12/2025 21/03/2026
Metoclonramide
Allantoin + Onion exlract + Heparin Heparin 13 vears 31/03/2025 29/06/2025
Silymarin + 5 vears 13/09/2023 12/12/2023 12/12/2028
Chlorpheniramine maleate + Ibuprofen + Ibuprofen / Pseudoephedrine 3 year 18/07/2026 16/10/2026 PSUR Frequency and DLP updated
+ Pamabrom + Pyrilamine Paracetamol (Non IV 13 vears 21/12/2025 21/03/2026
tretinoin + Fluocinolone + Hydroquinone + | Tretinoin (topical formulations) 5 years 31/08/2027 29/11/2027
Euselex oil (Topical
Benfotiamine + Pyridoxine + Cyanocobalamin | cyanocobalamin / pyridoxine / thiamine 13 years 01/01/2025 01/04/2025
thioctic acid + benfotiamine + thioctic acid 13 years 01/01/2025 01/04/2025
c
Salicylic acid + Urea lactic acid / urea, urea 13 vears 30/04/2025 29/07/2025
if in + D phan + i 1 ! 13 years 16/12/2025 16/03/2026
ine + Chlor I
Halfabar extract + 13 vears 02/08/2025 31/10/2025
D-Phenothrin Permethrin 3 vears 31/08/2023 29/11/2023 29/11/2026
Dari 1 vear 06/01/2024 16/03/2024 06/01/2025 16/03/2025 PSUR Freauency and DLP updated
Glycopyrronium bromide ( indicated for glycopyrronium bromide (for centrally authorised product indicated 5years 28/09/2027 27/12/2027
chronic obstructive pulmonarv disease) for chronic obstructive pulmonarv disease)
Oleoresin capsicium + Camphor + Menthol + |methyl salicylate, 5years 20/04/2027 19/07/2027
Methyl salicylate + Oil of camphor menthol / methyl salicylate,
menthol / methyl salicylate / camphor,
methyl salicylate/ camphor, methyl salicylate / menthol / camphor / tocopherol,
methyl salicylate / camphor / menthol / turpentine (essence, oil),
methyl salicylate / menthol / camphor / hydroxyethyl salicylate,
methyl salicylate / menthol / camphor / hydroxyethyl salicylate / benzyl nicotinate
Thiamine + Pyridoxine + Riboflavin calcium pantothenate / cystine / keratin / p-aminobenzoic acid / thiamine / yeast 6 years 03/11/2023 01/02/2024 PSUR Frequency and DLP updated
Calcium pantothenate +Tocopherol acetate
Saccharomyces cerevisiae + L-cystine +
Keratin + P-amino benzoic acid + D-biotin
Coll; Clostr A clostridium hi 3 years 31/12/2025 31/03/2026
(all indications except for treatment of Dupuytren’s contracture and Peyronie’s disease) (From
removed entries in the EURD list)
Chlor i ine + i 5 vears 13/09/2023 12/12/2023 12/12/2028
Cerebrolysin PV committee d 6 months 01/05/2024 10/07/2024
Calcium-2-oxo-3-phenyl propionate + Amino acid combinations (only combinations of pure amino acids or 7 years 01/01/2026 01/04/2026
Cal methyl-2-0xo valerate + combination of amino acids with mineral compounds/electrolytes, i.v. application)
Calcium-4-methyl-2-oxo valerate + Calcium-
dI-2-hydroxy-4-(methylthio) butyrate +
Calcium -3-methyl-2-oxo butyrate + |-
histidine + I-lysine + I-threonine + |-
tryptophan + I-tyrosine
Allantoin + Cepae Fluid Extract + Heparin | heparin 13 years 31/03/2025 29/06/2025
sodium
Di-iodohydroxy quinoline + Phthalyl ephedrine hydrochloride / sulfathiazole 13 years 01/01/2025 01/04/2025
Sulfathiazole + Streptomycin Sulfate +
methvl bromide
Tretinoin + Fluocinolone Actonoide + Tretinoin (topical formulations) 5 years 31/08/2027 29/11/2027
Hvdroauinone




Ginseng Powder + Wheat Germ Oil + Bee
Pollen Extract Powder + Safflower Oil +
**Lecithin from Soyabean phosphatides 60%
Lecithin™ + L-Arginine as
Monohydrochloride + D-Biotin + Copper
Sulphate anhydrous + Calcium phosphate
dibasic anhydrous + Folic Acid + Dried
Ferrous Sulphate + Potassium lodide L-
Lysine as Monohydrochloride + Light
Magnesium Oxide + Manganese Sulphate
Monohydrate + Niacinamide (Nicotinamide)
+ Potassium Sulphate + Calcium D
Pantothenate + Riboflavin (Vit. B2)

| vinnbhiliand Dl Talls + Calanisim Vanst

iron in combination with folic acid and other substances

13 years

01/01/2025

01/04/2025

Vitamin A palmitate + Vitamin D3 + D1
Alpha tocopherol + Vitamin B1 +
Nicotinamide, Ascorbic acid (as calcium
ascorbate) + Calcium D Pantothenate + Para
amino benzoic acid + Vitamin B2 + Vitamin
B6 + Vitamin B12 + Biotin + Folic Acid + L-
Iysine Hel + Calcium (as phosphate dibasic) +
Iron (as ferrous sulphate dried) + Copper (as
sulphate pentahydrate) + Potassium (as
sulphate) + Manganese (as sulphate) + Zinc
(as sulphate) + Rutin + Pollen extract

iron in combination with folic acid and other substances

13 years

01/01/2025

01/04/2025

Ginseng Powder + Wheat Germ Oil + Bee
Pollen Extract Powder + Safflower Oil +
Lecithin + L-Arginine as Monohydrochloride
+Boron Gluconate + D-Biotin + Chromium
yeast ( GTF yeast ) Copper Sulphate
anhydrous + "Total Calcium (Calcium
Carbonate, Calcium phosphate dibasic)"+
Folic Acid +Dried Ferrous Sulphate +
Potassium lodide + L-Lysine Mono-
hydrochloride Magnesium Oxide Heavy +
Manganese Sulphate Monohydrate +
Molybdenum yeast + Nickel sulphate
hexahydrate + Niacinamide ( Nicotinamide) +

Patarniiim Cuilnhats o Malsiim

iron in combination with folic acid and other substances

13 years

01/01/2025

01/04/2025

Ferrous fumarate + Vitamin B12 + Folic acid
+ Ascorbic acid + Manganese Sulphate
equivalent to manganese + Copper sulfate
eauivalent to conper

iron in combination with folic acid and other substances

13 years

01/01/2025

01/04/2025

Vitamin A + Ascorbic acid (Vitamin C) +
Cholecalciferol (Vitamin D) + Tocopherol
(Vitamin E) + Thiamine Mononitrate

min B1) + Riboflavin (Vitamin B2) +
Niacinamide (Nicotinamide) + Pyridoxine
Hydrochloride (Vitamin B6) +
Cyanocobalamin (Vitamin B12) + Calcium
Pantothenate + Folic Acid + Iron (elemental)
+ Magnesium + Copper

iron in combination with folic acid and other substances

13 years

01/01/2025

01/04/2025

Ciprofloxacin + Tinidazole

Ci in (svstemic use)

5 vears

02/04/2028

01/07/2028

Ciprofloxacin + Metronidazole

Ci in (svstemic use)

5 vears

02/04/2028

01/07/2028

Diloxanide

Diloxanide + from the EDA list

1vear

25/10/2024

03/01/2025

03/01/2025

Thiamine HCL + pyridoxine HCL +
+ Folic acid

in / pyridoxine / thiamine

13 years

01/01/2025

01/04/2025

Dried inium hydroxide gel +

hydroxide gel / Dimeticone / Magnesium hydroxide

hvdroxide

13 years

01/01/2025

01/04/2025

Acetylcysteine + Hydroxypropyl

Acetylcystine

5 years

13/09/2023

12/12/2023

12/12/2028

Dry extract of phenobarbital

8 vears

27/01/2028

26/04/2028

Diiodohydoxyquinolone + Streptomycin +
Hvoscine N-Butvl bromide

Non reference

5 years

12/11/2023

10/02/2024

10/02/2029

Car maleate

5 vears

02/02/2027

03/05/2027

Brompheniramine Maleate +
Dextromethorphan Hydrobromide +
Phenvlephrine Hvdrochloride

loratadine
Cl / ide / i ide from removed
entries in the EURD list

13 years

01/01/2025

01/04/2025

Sodium Chloride + Potassium Chloride +
Calcium Chloride + Dextrose + Water for
injection

glucose (apart from glucosel- phosphate) “all routes of administration”, glucose in combination
with calcium chloride and/or sodium chloride and/or magnesium chloride and/or sodium citrate
and/or potassium chloride and/or sodium acetate (intravenous or parenteral use)

20 years

02/09/2044

01/12/2044

Hydroquinone +Tretinoin + Ds

tretinoin (topical

5 years

31/08/2027

29/11/2027

+ Mosapride

accordina to Mosapride submission in the EDA list

1vear

30/01/2024

01/04/2024

01/04/2025

Freez dried chvmotrvpsin

Alpha chvmotrvpsin from Removed entries in the EURD

13 vears

03/07/2025

caffeine / drotavering / sodium

3 vears

07/01/2024

Parcetamol + Drotaverine + Caffeine
Caffeine + ine + Alagin

caffeine / ergotamine

3 vears

30/11/2025

valerate +

! i 1 gentamicin

13 years

01/01/2025

01/04/2025

sulphate + Clotrimazole

committee d

2 vears

31/08/2025

29/11/2025

latanoprost / timolol

5 vears

04/06/2027

Carteolol + Latanoprost
Piroxicam + Nicotinamil

Piroxicam

3 vears

01/04/2026

3 vears

30/06/2024

28/09/2024

Ebastine/ ine

ebastine / ine from removed entries of the EURD list

5 vears

31/05/2028

29/08/2028

Naphazoline hydrochloride +
Chlor ine maleate

naphazoline, naphazoline / zinc sulphate

12 years

31/07/2024

29/10/2024

Naphazoline hydrochloride +
Chlorpheniramine maleate + Zinc sulphate

naphazoline, naphazoline / zinc sulphate

12 years

31/07/2024

29/10/2024

Naphazoline hydrochloride +
Chlorpheniramine maleate + Methylene blue

methylthioninium chloride

3years

05/05/2026

03/08/2026

silver + Panthenol

Silver

5 vears

15/09/2025

14/12/2025

lodochlorhydroxyquin + Hydrocortisone
Acetate

clioguinol / betamethasone valerate

9 years

01/01/2030

01/04/2030




Chlorpheniramine maleate + Ibuprofen + Ibuprofen / Pseudoephedrine 3years 18/07/2026 116/10/2026 PSUR Frequency and DLP updated
ine + caffeine
Plecanatide FDA only 3 vears 07/08/2024 05/11/2024
+ Dantrolene sodium Dantrolene 13 vears. 31/01/2025 01/05/2025
calcitriol 5 vears 01/01/2026 01/04/2026
inide from removed entries in the EURD list 3 vears 30/06/2026 28/09/2026
Polvcarbophil il from removed entries in the EURD list 13 vears 13/02/2025 14/05/2025
Colchicine + Probencid Colchicine 5 vears 30/07/2028 28/10/2028
Pepsin + Papain + Sanzyme amylase / bromelain / chymotrypsin / lipase / pancreatin / papain / rutoside / trypsin, trypsin/ 13 years 01/01/2025 01/04/2025
bromelain/ rutoside trihvdrate
idrocilamide from removed entries in the EURD list 13 vears 18/06/2025 16/09/2025
+ + 1 i 5 years 28/06/2028 26/09/2028
P
Ci maleate + ylepl Carbir iine maleate/ i ide from removed entries in the EURD list 13 years 01/01/2025 01/04/2025
ide
+ Calcium Carbonate Calcium Carbonate from removed entries in the EURD list 13 vears. 01/01/2025 01/04/2025
Enoxacin Cil in (svstemic use) 5 vears 02/04/2028 01/07/2028
[ y + D 5years 01/11/2026 30/01/2027
ine Hel
Nebivolol + Non reference 1 vear. 31/03/2024 09/06/2024 09/06/2025
O ine + Nvstatin + Clobetason Non reference 1 vear. 25/10/2024 03/01/2025 03/01/2026
Di Roxadustat 6 months 16/12/2023 24/02/2024 16/06/2023 25/08/2023
Ascorbic Acid + Cupper + Folic acid + thiamine / riboflavin/ pyridoxine / ascorbic acid / nicotinamide/ glucose, thiamine /riboflavin / 10 years. 27/09/2027 26/12/2027
Ni

inamide + Pantothonic Acid +
Pyridoxine + Riboflavin (Vitamin B2) +
Thiamine (Vitamin B1) + Vitamin B12 +
Cyanocobalamin + Vitamin E + Zinc

pyridoxine / ascorbic acid / nicotinamide, ascorbic acid / biotin / cyanocobalamin / folic acid /
eotinamide /

thiamine / calcium folinate / calcium

ic acid / pyridoxine ide / riboflavin / thiamine, riboflavin /
pol el | nicotinami

/ pyridoxine / riboflavin / thiamine
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